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b. Q * *e Int^onal Bureau only) atoM containing 
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Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 
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ox No. I 



Basis of the report 



With regard to the language, this report is based on the international application in the language in which it was filed, unless 
otherwise indicated under this item. 

I I This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

[ | international search (under Rules 123 and 23.1 (b)) 

| | publication of the international application (under Rule 12.4) 

| | international preliminary examination (under Rules 55.2 and/or 55 .3) 

With regard to the elements of the international application, this report is based on (replacement sheets which have been 
furnished to the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally 
filed" and are not annexed to this report)*. 
[x] the international application as originally filed/furnished 

| | the description: 

as originally fUed/furnished 
received by this Authority on with the letter of 
received by this Authority on with the letter of 



pages 

pages* 

pages* 



| | the claims: 



p j| the drawings: 



pages 
pages* 
pages* 
pages* 



pages 
pages* 



as originally filed/furnished 

as amended (together with any statement) under Article 19 

received by this Authority on with the letter of 

received by this Authority on with the letter of 

as originally filed/furnished 

received by this Authority on with the letter of 

received by this Authority on with the letter of 



[~j a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

| [ The amendments have resulted in the cancellation of: 

| | the description, pages 

[ ] the claims, Nos. 

| [ die drawings, sheets/figs 

| | the sequence listing (specify): 

| [ ' any table(s) related to the sequence listing (specify): 

| | This report has been established as if (some of) the amendments annexed to this report and listed below had not been 
made, since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 
70.2(c)). 

j [ the description, pages 

| | the claims, Nos. 

| | the drawings, sheets/figs 

the sequence listing (specify): 
| | any table(s) related to the sequence listing (specify): 



If item 4 applies ; some or all of those sheets may be marked "superseded. 1 
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PCT/AU2004/000018 



Jox No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement ' 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Claims 9-11, 20-22, 31-33, 42-44 

Claims 1-8, 12-19, 23-30, 34-41 

Claims 

Claims 1-44 

Claims 1-44 
Claims 



YES 

NO 

YES 

NO 

YES 

NO 



2. Citations and explanations (Rule 70.7) 


Dl. 


CA 1192493 


D2. 


WO 1986/002267 


D3. 


EP 0287210 


D4. 


US 5114957 


D5. 


US 5658946 


D6. 


WO 1999/059585 


D7. 


WO 1999/063816 


D8. 


US 6225307 


D9. 


US 6321750 


D10. 


US 6407131 



Novelty CN) claims 1-8. 12-19, 23-30. 34-41 

All of the above documents individually disclose citrate and/or succinate salts. 

Dl discloses pharmaceutical compositions comprising lithium salts, including lithium citrate or lithium succinate 
together with lysine (see claim 1, examples 12-15, 17, and 24). The composition is disclosed to be used in the 
treatment of various conditions including lesions arising from herpes simplex or herpes zoster (see page 6, lines 
35-38). Therefore claims 1-8, 12-19, 23-30, and 34-41 lack novelty in light of this citation. 

D2 discloses a sulphosuccinate compound, preferably dioctyl Na sulphosuccinate (also known as docusate 
sodium), for the treatment of herpes simplex-1 or -2 (see examples 9, 10, 16, 19, 20, 27, claims 1, 6, 7, 9, 12, 16, 
18, 19, 21.) Therefore claims 1, 4-8, 12, 15-19, 23, 26-30, 34, and 37-41 lack novelty in light of this citation. 

D3 discloses pharmaceutical compositions comprising antiviral agent lithium succinate administered alone or in 
combination with other antiviral agents used in the treatment of herpes simplex (see page 2, line 28 - page 3 line 
40, tables 1-12, claims 3 and 4). Therefore claims 1, 4-8, 12, 15-19, 23, 26-30, 34, and 37-41 lack novelty in light 
of this citation. 

D4 discloses tocopherol, in the form of tocopheryl succinate used in the treatment and prophylaxis of herpes (see 
column 2, lines 43, 62, example II, claims 6 and 17). Therefore claims 1, 4-8, 12, 15-19, 23, 26-30, 34, and 37-41 
lack novelty in light of this citation. 



Continued in supplemental box 
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Certain documents cited 



Certain published documents (Rule 70.10) 

Publication date 
(dav/month/vear) 

10 My 2003 



Application No. 
Patent No. 



P,X WO 2003055535 



Filing date 
(dav/month/vear) 

20 December 2002 



Priority date ( valid claim) 
(dav/month/vear) 

21 December 2001 



This document discloses all the features of claims 1, 4-9, 12, 15-20, 23, 26-31, 34, 37-42. 
See page 9, lines 16-20; page 11, lines 9-13; example 1, AT0761; claims 14 and 36. 

With regard to the document(s) listed in Box VI under "certain documents cited", these are documents published prior 
to the international filing date but later than the priority date claimed but which would otherwise be considered to be of 
particular relevance. 

Under the PCT, novelty is considered only in respect of documents published before the priority date. The relevance of 
a document published after the priority date is dependent upon national law. Such documents are excluded from 
consideration in preliminary examination, under the PCT Guidelines but have been included here for information. 

2. Non-written disclosures (Rule 70.9) 



Kind of non- written disclosure Date of non-written disclosure Date of written disclosure 

(day/month/year) referring to non- written disclosure 
; (dav/month/vear) 
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n case the space in any of the preceding boxes is not sufficient 
Continuation of: Box V 



35 discloses stannous carboxylates, such as stannous citrate used for the treatment of herpes (see column 2, lines 48- 
55, column 3, line 35, claim 1). Therefore claims 1, 4-8, 12, 15-19, 23, 26-30, 34, 37-41 lack novelty in light of this 



36 discloses a benzimidazole of formula (1) in the citrate salt form used in the treatment of herpes (see the abstract; 
:>age 5, line 29 - page 6, line 3; page 6, lines 1 1-13, 20-26; claim 4). Therefore claims 1, 4-8, 12, 15-19, 23, 26-30, 34, 
ind 37-41 lack novelty in light of this citation. 

D7 discloses a pharmaceutical composition comprising a zinc carboxylate such as zinc citrate together with an amino 
acid used in the treatment of epidermal irritations and infections such as herpes (see the abstract; page 4, lines 8-10; 
page 5, lines 10-14; page 7, lines 24-26; claims 1, 9, 10, 21, 26). Therefore claims 1, 4-8, 12, 15-19, 23, 26-30, 34, and 
37-41 lack novelty in light of this citation. 

D8 discloses a carbamic acid ester of formula (1) in the citrate salt form used in the treatment of herpes (see column 3, 
lines 53-56; column 4, lines 43-47; column 5, lines 48-49; claims 3, 7 and 11). Therefore claims 1, 4-8, 12, 13, 15-19, 
23, 24, 26-30, 34, 35, and 37-41 lack novelty in light of this citation. 

D9 discloses zinc salts such as zinc citrate and zinc succinate used in the treatment of herpes (see column 9, lines 9-14 
and 48-55; example 1 1; claims 2 and 3). Therefore claims 1, 4-8, 12, 13, 15-19, 23, 24, 26-30, 34, 35, and 37-41 lack 
novelty in light of this citation. 

D10 discloses benzimidazole compounds of formula (1) in the citrate salt form used in the treatment of herpes (see 
column 6, lines 13-15, 46-48; claim 10). Therefore claims 1, 4-8, 12, 15-19, 23, 26-30, 34 and 37-41 lack novelty in 
light of this citation. 



Inventive Step GS) claims 1-44 

Claims 1-8, 12-19, 23-30, and 34-41 lack an inventive step for the reasons stated above. 

Claims 9-1 1, 20-22, 3 1-33 and 42-44 lack an inventive step in the light of D1-D10. The claimed invention differs from 
the cited art in the use of the specific succinate or citrate salts listed in the claims. However this difference does not 
require any inventive skill. In addition, there does not appear to be any surprising or unexpected effect for said 
embodiments. 



Industrial Applicability 

The invention defined in claims 1-44 is industrially applicable. 



ntation. 
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